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Election/Restrictions 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 
§ 809.02(a). 

The claims do not relate to a single general inventive concept under PCT Rule 13.1 
because, under PCT Rule 13.2, the species lack the same or corresponding special technical 
features for the following reasons: there is no significant special technical feature that is shared 
by all of the claims. 

During a telephone conversation with Mr. Joel Ackerman on April 24, 2008 a provisional 
election was made with traverse to prosecute the invention of compound 5, page 32 of the 
specification, claims 1-4, 8, 9, 11-13, 15, 16, 19, 47-49, 51-57 and 59-63. Affirmation of this 
election must be made by applicant in replying to this Office action. Claims 5-7, 10, 14, 17, 18, 
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20-46, 50 and 58 are withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as 
being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

The elected compound was not found in the search and is allowable. The search was 
expanded. 

Claim Rejections - 35 USC § 112 
Claims 1-4, 8, 9, 1 1-13, 15, 16, 19, 47-49, 51-57 and 59-63 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

i) Claim 1 is manifestly indefinite. It is not known which electrophilic substituent is capable of 
forming a covalent bond with a cysteine residue (which itself is not known) within the ATP 
binding site of a kinase. It is also not known which kinase is intended. Applicants are also hereby 
queried as to the excluded compound. Is this compound excluded to avoid a prior art rejection? If 
so, Applicants are urgently requested to point to this compound in the prior art because the 
disclosure of this compound is material to the examination of this case. 

ii) The term "substituted" without saying which substituents are intended is indefinite. One 
skilled in the art cannot say which substituents are permitted and which ones are not. 
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iii) The term "heterocyclic" is indefinite because it is not known how many atoms make up the 
ring, which atoms are present and what kind of a ring (monocyclic, bicyclic, spiro, fused, 
bridged, saturated, etc.) is intended. 

iv) The electrophilic group "E" is not defined. No reasonable search could be conducted without 
a specific definition of the electrophilic group intended through out the claims. The only 
requirement this group has is that it be capable of forming a covalent bond with a cysteine 
residue within the ATP binding site of a kinase. This language is too functional. 

Claims 1-4, 8, 9, 1 1-13, 15, 16, 19, 47-49, 51-57 and 59-63 are rejected under 35 
U.S.C. 1 12, first paragraph, as failing to comply with the written description requirement. The 
claims contain subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The independent claims require an "electrophilic substituent that is capable of forming a 
covalent bond with a cysteine residue within the ATP binding site of a kinase." The claims do 
not require that the substituent possess any particular conserved structure, or other distinguishing 
feature, such as a specific biological activity. Thus, the claims are drawn to a genus of 
compounds that is defined by novelty. 

A chemical compound can be a pharmaceutical composition, a protein, a peptide, a non- 
peptide compound, an animal tissue extract, nucleic acids, sugars, antisense molecules, 
peptidomimetic, transformed cells, radiation, antibodies, antibody fragments, cyclic peptides, 
agonists, antagonists, inhibitors, enhancers, vegetable extracts, cell extracts, synthetic agents, 
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biologically derived substances as well as proteinaceous substances, known, and unknown 
compounds. 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof. The specification does not identify any 
particular portion of the structure that must be conserved, nor does it provide a disclosure of 
structure/function correlation. The distinguishing characteristics of the claimed genus are not 
described. Accordingly, the specification does not provide adequate written description of the 
claimed genus. 

To satisfy the written-description requirement, the specification must describe every 
element of the claimed invention in sufficient detail so that one of ordinary skill in the art would 
recognize that the inventor possessed the claimed invention at the time of filing. Vas-Cath, 935 
F.3d at 1563; see also Lockwood v. American Airlines, Inc., 107 F.3d 1565, 1572 [41 USPQ2d 
1961] (Fed. Cir. 1997) (patent specification must describe an invention and do so in sufficient 
detail that one skilled in the art can clearly conclude that "the inventor invented the claimed 
invention"); In re Gosteli, 872 F.2d 1008, 1012 [10 USPQ2d 1614] (Fed. Cir. 1989) ("the 
description must clearly allow persons of ordinary skill in the art to recognize that [the inventor] 
invented what is claimed"). Thus, an applicant complies with the written-description requirement 
"by describing the invention, with all its claimed limitations, not that which makes it obvious," 
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and by using "such descriptive means as words, structures, figures, diagrams, formulas, etc., that 
set forth the claimed invention." Lockwood, 107 F.3d at 1572. 

See University of Rochester v. G.D. Searle & Co., 68 USPQ2d 1424 (DC WNY 2003) 
and University of Rochester v. G.D. Searle & Co. et al. CAFC [(03-1304) 13 February 2004]. In 
University of Rochester v. G.D. Searle & Co. a patent directed to method for inhibiting 
prostaglandin synthesis in a human host using an unspecified compound, in order to relieve pain 
without side effect of stomach irritation, did not satisfy written description requirement of 35 
U.S.C. §112, since the patent described the compound's desired function of reducing activity of 
the enzyme PGHS-2 without adversely affecting PGHS-1 enzyme activity, but did not identify 
said compound, since the invention consists of performing "assays" to screen compounds in 
order to discover those with the desired effect. The patent did not name even one compound that 
assays would identify as suitable for practice of the invention, or provide information such that 
one skilled in art could identify a suitable compound. And since the specification did not indicate 
that compounds are available in public depository, the claimed treatment method cannot be 
practiced without the compound. Thus the inventors cannot be said to have "possessed" the 
claimed invention without knowing of a compound or method certain to produce said compound. 
Thus said patent constituted an invitation to experiment to first identify, then characterize, and 
then use a therapeutic a class of compound defined only by their desired properties. 

According to the MPEP §2163 I. A. "the issue of a lack of adequate written description 
may arise even for an original claim when an aspect of the claimed invention has not been 
described with sufficient particularity such that one skilled in the art would recognize that the 
applicant had possession of the claimed invention. The claimed invention as a whole may not be 
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adequately described if the claims require an essential or critical feature which is not adequately 
described in the specification and which is not conventional in the art or known to one of 
ordinary skill in the art." The MPEP states in §2163 II 3 ii) "The written description requirement 
for a claimed genus may be satisfied through sufficient description of a representative number of 
species by actual reduction to practice (see i)(A), above), reduction to drawings (see i)(B), 
above), or by disclosure of relevant, identifying characteristics, i.e., structure or other physical 
and/or chemical properties, by functional characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show the applicant was in possession of the claimed genus (see i)(C), 
above). See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406." Applicants have made no 
assertion that there is any correlation between the biological function of the compound being 
claimed and its structure. 

According to the MPEP §2163.02 Standard for Determining Compliance With the 
Written Description Requirement, 

"The courts have described the essential question to be addressed in a description requirement 
issue in a variety of ways. An objective standard for determining compliance with the written 
description requirement is, "does the description clearly allow persons of ordinary skill in the art 
to recognize that he or she invented what is claimed". In re Gosteli, 872 F.2d 1008, 1012, 10 
USPQ2d 1614, 1618 (Fed. Cir. 1989). Under Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563- 
64, 19 USPQ2d 1111,1117 (Fed. Cir. 1991), to satisfy the written description requirement, an 
applicant must convey with reasonable clarity to those skilled in the art that, as of the filing date 
sought, he or she was in possession of the invention, and that the invention, in that context, is 
whatever is now claimed. The test for sufficiency of support in a parent application is whether 
the disclosure of the application relied upon "reasonably conveys to the artisan that the inventor 
had possession at that time of the later claimed subject matter". Ralston Purina Co. v. Far-Mar- 
Co., Inc., 772 F.2d 1570, 1575, 227 USPQ 177, 179 (Fed. Cir. 1985) (quoting In re Kaslow, 707 
F.2d 1366, 1375, 217 USPQ 1089, 1096 (Fed. Cir. 1983))." 
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This case was filed before Applicants had a clear idea of the structures of their desired 
compounds, how to make their compounds and how to use them. 

Applicants are reminded of what the U.S. Court of Appeals Federal Circuit wrote in 
University of California v. Eli Lilly and Co. 43 USPQ2d 1398, "In claims involving chemical 
materials, generic formulae usually indicate with specificity what the generic claims encompass. 
One skilled in the art can distinguish such a formula from others and can identify many of the 
species that the claims encompass. Accordingly, such a formula is normally an adequate 
description of the claimed genus." "A definition by function, as we have previously indicated, 
does not suffice to define the genus because it is only an indication of what the gene docs, rather 
than what it is. See Fiers, 984 F.2d at 1 169-71, 25 USPQ2d at 1605-06 (discussing Amgen). "It 
is only a definition of a useful result rather than a definition of what achieves that result." "The 
description requirement of the patent statute requires a description of an invention, not an 
indication of a result that one might achieve if one made that invention. See In re Wilder, 736 
F.2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) (affirming rejection because the 
specification does "little more than outlin[e] goals appellants hope the claimed invention 
achieves and the problems the invention will hopefully ameliorate.")". 

In Fiers v. Sugano, 25 USPQ2d 1601, U.S. Court of Appeals Federal Circuit repeated its 
views concerning the propriety of defining a chemical by its function and emphasized that for all 
chemicals including DNA "Claiming all DNA's that achieve a result without defining what 
means will do so is not in compliance with the description requirement; it is an attempt to 
preempt the future before it has arrived." They further required the inventor to have a "mental 
picture of the structure of the chemical, or is able to define it by its method of preparation, its 
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physical or chemical properties, or whatever characteristics sufficiently distinguish it. It is not 
sufficient to define it solely by its principal biological property." 

Both Fiers v. Sugano, 25 USPQ2d 1601 and Amgen Inc. v. Chugai Pharmaceutical Co. 
Ltd. 18 USPQ2d 1016 were quoted with approval by the U.S. Court of Appeals Federal Circuit 
in Burroughs Wellcome Co. v. Barr Laboratories Inc., 32 USPQ2d 1915 who added, 'An idea is 
definite and permanent when the inventor has a specific, settled idea, a particular solution to the 
problem at hand, not just a general goal or research plan he hopes to pursue. ... The conception 
analysis necessarily turns on the inventor's ability to describe his invention with particularity. 
Until he can do so, he cannot prove possession of the complete mental picture of the invention. 
These rules ensure that patent rights attach only when an idea is so far developed that the 
inventor can point to a definite, particular invention." 

Therefore the full breadth of the claim fails to meet the written description provision of 
35 U.S.C. §1 12, first paragraph. Applicant is reminded that Vas-Cath makes clear that the 
written description provision of 35 U.S.C. §1 12 is severable from its enablement provision. 

Claims 47-49, 51-57 and 59-63 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The how to use portion of the statute has not been addressed. This means that Applicants 
must teach the skilled practitioner, in this case a physician, how to treat a given subject. The 
physician clearly must know what disease and what symptoms are to be treated. In this case, 
Applicants have not provided what is being treated by the claims, who the subject is, how one 
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can identify said subject (i.e. how one can identify a subject in need), given no specific dose, 
given no specific dosing regimen, given no specific route of administration, and do not specify 
what diseases or symptom they intend to treat. 

Patent protection is granted in return for an enabling disclosure of an invention, not for 
vague intimations of general ideas that may or may not be workable. Tossing out the mere germ 
of an idea does not constitute enabling disclosure. Genentech Inc. v. Novo Nordisk 42 USPQ2d 
1001. 

As the Supreme Court said in Brenner v. Manson, 148 USPQ at 696: "a patent is not a 
hunting license. It is not a reward for the search, but compensation for its successful 
conclusion." As U.S. Court of Customs and Patent Appeals stated In re Diedrich 138 USPQ at 
130, quoting with approval from the decision of the board: "We do not believe that it was the 
intention of the statutes to require the Patent Office, the courts, or the public to play the sort of 
guessing game that might be involved if an applicant could satisfy the requirements of the 
statutes by indicating the usefulness of a claimed compound in terms of possible use so general 
as to be meaningless and then, after his research or that of his competitors has definitely 
ascertained an actual use for the compound, adducing evidence intended to show that a particular 
specific use would have been obvious to men skilled in the particular art to which this use 
relates." 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle whose telephone number is 571-272-0668. The 
examiner can normally be reached on Mondays-Fridays from 8:30 AM -6:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bruck Kifle/ 
Primary Examiner 
Art Unit 1624 

BK 

April 25, 2008 



